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yi((^ The device of claim 88, wherein the capture reagent is an analyte-specific 
antibody immobilized in the detection zone. 



yifl. The device of claim 88, further comprising a non-specific control reagent 
disposed in a control zone of the dry porous carrier, said control reagent capturing the labeled 
binding reagent to produce a detectable product in the control zone in the presence or absence of 
analyte in an apphed sample. 



REMARKS 

This paper is in supplementation to the amendments filed November 4, 2002, 
December 23, 2002 and March 6, 2003 for the above-captioned application. 

Claims 44 and 64 are amended to add missing punctuation to line 4 of the claims. 

Amendments are made to claims 84 and 88 to delete the word "dry" which was 
inadvertantly not deleted in the prior amendment. 

Claim 87 has been amended to make it fiilly clear that mobilization of the labeled 
binding reagent occurs when the binding reagent is wetted. 

Claims 89-102 are added by this amendment. The Commissioner is authorized to 
charge the fees for these additional claims to Deposit Account No 15-0610. Claims 89 and 90 
correspond to claims 36 and 37 but are dependent on claim 84. Claims 91 and 96 correspond to 
claim 45, but are dependent on claims 84 and 88, respectively. Claims 92 and 97 correspond to 
claim 35, but are dependent on claims 84 and 88, respectively. Claims 93 and 98 define the 
'device as a lateral flow device (substantially planar flow path) consistent with the disclosure and 
the drawings of the application. Claims 94 and 99 add the overlap limitation which was in the 
claims of the issued parent case. Claim 100 corresponds to claim 86. Claim 101 corresponds to 
claim 85. Claims 95 and 102 correspond to claim 42, but are dependent on claims 84 and 88, 
respectively. 

Applicants enclose herewith a PTO-1449 form and a copy of European Patent Publication 
0 323 605A2. This publication is not itself prior art with respect to this application since it was 
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published after the British Priority date of February 17, 1989 claimed by Apphcants. However, 
the European application cites two US applications as priority applications, and thus maybe of 
interest to the Examiner. To Applicant's knowledge, no patents have issued on these US 
applications. However, US Patent No. 5,075,078 incorporates the US applications by 
references. The filing date of this *078 Patent is October 5, 1989, after Applicants' British date. 
Thus, this reference is not sufficient to make the disclosure of these applications prior art imder 
35 use § 102(e). 

Because of the relative filing dates, the '605 pubhcation was effective prior art in Europe 
under Article 54(3) EPC against the European counterpart of the present application only in 
regards to novelty (anticipation) and not for purposes of obviousness. As the Examiner may be 
aware, there is no statutory duty of candour in respect of the European Patent Office. Hence, 
there is no specific obligation to disclose relevant prior art to the European Examiner. In view 
of the '605 reference, however, in a letter dated 25 August 1995, the applicants did not approve 
the text referenced in the earlier Rule 5 1(4) Commumcation and voluntarily re-opened 
examination of their application at the same time presenting new claims to the European Patent 
Office. (Exhibit A) hi a reply to that letter, the European Patent Office accepted the applicants* 
reasoning and the newly presented claims without fiirther argument, although some minor 
amendments were required to both the claims and the description. Thus, the European 
counterpart of the parent apphcation was eventually granted with the new claims as European 
Patent No. EP 0383619 B on 23 April 1997. 

Claims 89-98 are added to provide claims including the distinction added in the 
corresponding European Application, as well as other distinctions between the claims of this 
application and the disclosure of the European '605 Application should it prove in any 
subsequent litigation that the European ^605 Apphcation reflects provable prior art under 35 USC 
§ 102(g). 
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Entry of this amendment and consideration of claims 26-97 are respectfully requested. 

Respectfully Submitted, 



Marina T. Larson, Ph.D, 
Attorney for Applicant(s) 
Reg. No. 32,038 

(970) 468-6600 
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MARKED UP COPY OF AMENDED CLAIMS 
44. (amended) The device of claim 26, wherein the device further comprises a second 

immobilized specific binding reagent which binds specifically to a second analyte, said second 
immobilized specific binding reagent being immobilized in a second detection zone on or in the 
dry porous cairieri and a second labeled specific binding reagent comprising a particulate label 
portion and a binding portion specific for the second analyte, wherein said second labeled 
Specific binding reagent and said second immobilized specific binding reagent combine with the 
second analyte, if present, to form an immobilized and directly-detectable product in the second 
detection zone, said second labeled specific binding reagent being contained in the macroporous 
body. 

63. (amended) The device of claim 45. wherein the device further comprises a second 

immobilized specific binding reagent which binds specifically to a second analyte, said second 
immobilized specific binding reagent being immobilized in a second detection zone on or in the 
diy porous carrier! and a second labeled specific binding reagent comprising a particulate label 
portion and a binding portion specific for the second analyte, wherein said second labeled 
specific binding reagent and said second inmiobilized specific binding reagent combine with the 
second analyte, if present, to form an immobilized and directly-detectable product in the second 
detection zone, said second labeled specific binding reagent being contained in the macroporous 
body. 

84. (twice amended) A device for analyzing a liquid sample suspected of containing an analyte, 
comprising a housing, having disposed therein: 

(a) a porous carrier comprising a detection zone; 

(b) a capture reagent effective to capture analyte in the detection zone, said capture occumng 
after the liquid sample has been applied to the devi ce if said analyte is present in the liquid 

sample; 
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(c) a labeled binding reagent comprising a particulate label portion and a binding portion, 
wherein said labeled binding reagent and said capture reagent combine with analyte, if present, to 
form an immobilized and directly-detectable product in die detection zone; and 

(d) a macroporous body disposed such that a liquid sample applied to the macroporous body 
will flow along a flow path extending from the macroporous body and into the [dry] porous 
carrier at a location separated from the detection zone, wherein the macroporous body contains 
the labeled binding reagent, said labeled specific binding reagent being freely mobile within the 
macroporous body when the macroporous body is wetted with the liquid sample. 

87. (twice amended) In a device for detection of an analyte in a sample, in which a liquid 
sample is appUed to a poroxxs carrier comprising a detection zone and a sandwich complex is 
formed in the detection zone when analyte is present, said sandwich complex comprising a 
labeled binding reagent, the analyte and an immobilized capture reagent, the improvement 
wherein the device further comprises a macroporous body disposed such that a liquid sample 
applied to the macroporous body will flow along a flow path extending from the macroporous 
body and into the porous carrier at a location separated from the detection zone, wherein the 
macroporous body contains the labeled binding reagent, said labeled binding reagent being freely 
mobile within the macroporous body when the labeled binding reagent in the macroporous body 
is wetted with the liquid sample. 

88. (amended) A device for analyzing a liquid sample suspected of containing an analyte, 
comprising: 

(a) a porous carrier comprising a detection zone; 

(b) a capture reagent effective to capture analyte in the detection zone, said capture occurring 
after the liquid sample has been applied to the device if said analyte is present in the hquid 
sample; 

- 10- 



Recelved from < 9704680104 > at 3/11/03 5:24:47 PM [Eastern Standard Time] 



03/11/2083 14:53 9704683^4 



□PPEDAHL LARSON TLP 



PAGE 11/35 



(o) a labeled binding reagent comprising a particulate label portion and a binding portion, 
wherein said labeled binding reagent and said capture reagent combine with analyte, if prraent, to 
form an innmiobilized and directly-detectable product in the detection zone; and 

(d) a macroporous body disposed such that a Uquid sample appUed to the macroporous body 
will flow along a flow path extending from the macroporous body and into the [dry] porous 
carrier at a location separated from the detection zone, wherein the macroporous body contains 
the labeled binding reagent, said labeled specific binding reagent being freely mobile within the 
macroporous body when the macroporous body is wetted with the liquid sample. 
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ys«^«A piitrm Division 

European Pacenc Oftxce 

80298 Munich 
GERMANY 

rtM*.cUM^cUiu*N-« . 2583 
our Raf : DJB/VW/F3073 EPO l^^ce; 25 August 1995 

Dear Sirs, 

. has b«en excendad to a cotal of 6 months. 
The applicants regret that they are afll- atole to approve the 

accompanying text. 

laen ?Ued or cn^idared previously in relaciou to the 
present application- 

oo -i^xao^ descrihee assay devices having -an appUcacion pad" 
BP 323605 o^^^Xii i^d reaaenc Awongat the materials from which 
containing .^^^^^^^^^^^^^^'as^^lQV^uB polyethylene frit", 

Che ^PPli"4«V-2,« sSecifi? ISimlnt In v,Mch the 
Example ,3 describes a ^^g^ic emDoa^ n^ ^^^^ ^ ^ 

l^ti''V^:^£tS-<^To^^^^^^ Technologies. 
Falrburn, G A) " - 

;.f .er detailed consideration of '^He^J-J-^^^^^^ ^Ve^lpJciSl 
applicants have come to the If^tl^^^^^xcax^ion pad material 
emboditpent as ^^^cribed in terms of tl^^ appiic „acropor<»^e >°dy 

and its f^"^^i^f •^i^f^'JflS^fbed in present 
U13I as specifically f .^^^ \ieed in the two 

application. fJ'^^^Jff^lye^* cSe jSSwUdge^le reader will 
JlS^lirtSrt t'h^ ^^'^?^:^^•des'crihed are identical. 

DJB3032 a,Sri^P"r^S«n.V,M vsrr-i tAcr^iU. 
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in cne appli=aclcn. , ,„.^d «e enclose « new 

porouB jraceiving '"tf^t^-h*. samDle can permeate tnco tlxe po^^^* 

receiver. XC ^^^^;-^"Vhe porous receiving .^"it ,-h:aV tt 

the ent^a-rn device- 

XtX 323 SOS, 

». have add«3 «a »«*l'>'>»5^.,';'i" .^LiSs "Mae o? m»Wial 
sl «.u*..ln, ha, ».ce.a.^ to. «h.. cX—^ 

specification- ^ 
Yours faithfully, 



Received n-om < 9704680104 > at 3/11/03 S:24:47 PM [Eastern Standard Time] 



